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(2) All potassium hydroxide (KOH)
preparations.

(3) Pinworm examinations.

(4) Fern tests.

(5) Post-coital direct, qualitative ex-
aminations of vaginal or cervical mu-
cous.

(6) Urine sediment examinations.

(7) Nasal smears for granulocytes.

(8) Fecal leukocyte examinations.

(9) Qualitative semen analysis (lim-
ited to the presence or absence of
sperm and detection of motility).

(d) Revisions to criteria and the list of
PPM procedures. (1) The CLIAC con-
ducts reviews upon HHS’ request and
recommends to HHS revisions to the
criteria for categorization of proce-
dures.

(2) HHS determines whether a labora-
tory procedure meets the criteria listed
under paragraph (b) of this section for
a PPM procedure. Revisions to the list
of PPM procedures proposed by HHS
are published in the FEDERAL REGISTER
as a notice with an opportunity for
public comment.

(e) Laboratory requirements. Labora-
tories eligible to perform PPM exami-
nations must—

(1) Meet the applicable requirements
in subpart C or subpart D, and subparts
F, H, J, K, and M of this part.

(2) Be subject to inspection as speci-
fied under subpart Q of this part.

[60 FR 20044, Apr. 24, 1995; 68 FR 50723, Aug.
22, 2003]

§493.20 Laboratories performing tests
of moderate complexity.

(a) A laboratory may qualify for a
certificate to perform tests of mod-
erate complexity provided that it re-
stricts its test performance to waived
tests or examinations and one or more
tests or examinations meeting criteria
for tests of moderate complexity in-
cluding the subcategory of PPM proce-
dures.

(b) A laboratory that performs tests
or examinations of moderate com-
plexity must meet the applicable re-
quirements in subpart C or subpart D,
and subparts F, H, J, K, M, and Q of
this part. Under a registration certifi-
cate or certificate of compliance, lab-
oratories also performing PPM proce-
dures must meet the inspection re-
quirements at §§493.1773 and 493.1777.

42 CFR Ch. IV (10-1-14 Edition)

(c) If the laboratory also performs
waived tests, compliance with subparts
H, J, K, and M of this part is not appli-
cable to the waived tests. However, the
laboratory must comply with the re-
quirements in §§493.15(e), 493.1773, and
493.1775.

[60 FR 20044, Apr. 24, 1995, as amended at 68
FR 3702, Jan. 24, 2003; 68 FR 50723, Aug. 22,
2003]

§493.25 Laboratories performing tests
of high complexity.

(a) A laboratory must obtain a cer-
tificate for tests of high complexity if
it performs one or more tests that
meet the criteria for tests of high com-
plexity as specified in §493.17(a).

(b) A laboratory performing one or
more tests of high complexity must
meet the applicable requirements of
subpart C or subpart D, and subparts F,
H, J, K, M, and Q of this part.

(c) If the laboratory also performs
tests of moderate complexity, the ap-
plicable requirements of subparts H, J,
K, M, and Q of this part must be met.
Under a registration certificate or cer-
tificate of compliance, PPM procedures
must meet the inspection requirements
at §§493.1773 and 493.17717.

(d) If the laboratory also performs
waived tests, the requirements of sub-
parts H, J, K, and M are not applicable
to the waived tests. However, the lab-
oratory must comply with the require-
ments in §§493.15(e), 493.1773, and
493.1775.

[67 FR 7139, Feb. 28, 1992, as amended at 60
FR 20044, Apr. 24, 1995; 68 FR 3702, Jan. 24,
2003; 68 FR 50723, Aug. 22, 2003]

Subpart B—Certificate of Waiver

SOURCE: 57 FR 7142, Feb. 28, 1992, unless
otherwise noted.

§493.35 Application for a certificate of
waiver.

(a) Filing of application. Except as
specified in paragraph (b) of this sec-
tion, a laboratory performing only one
or more waived tests listed in §493.15
must file a separate application for
each laboratory location.

(b) Exceptions. (1) Laboratories that
are not at a fixed location, that is, lab-
oratories that move from testing site
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